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2a)D This action is FINAL. 2b)S This action is non-final. 
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Application Papers 
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DETAILED ACTION 
Response to Arguments 

1 . Applicants arguments with respect to claims 1-11, 13-21 , 23, 28-29, 32, 37-38 
and 43-46 have been considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 

2. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art 
are such that the subject matter as a whole would have been obvious at the time the invention was made to 
a person having ordinary skill in the art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

3. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

4. Claims 1-11, 13-21, 23, 28-29, 32, 37-38 and 43-46 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Fischell et al. (U.S. Pat. 6,128,538 hereinafter 
"Fischell") in view of Chen et al. (U.S. Pat. 6,618,617 hereinafter "Chen"). 

5. In reference to claims 1-2, 6, 8, 13-15, 19-20, 28-29, 37-38, 43-46, Fischell 
discloses method for treating neurological disorders utilizing an implantable therapy 
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element that is coupled to an implantable monitoring element (Fig ; 2, Elements 30, 40). 
Fischell further discloses that electrodes for sensing and stimulation are connected to 
the monitoring and therapy elements and a processor (Col. 2, II. 63-67 & Col. 3., II. 1-8, 
Fig. 2), and that the sensing unit monitors EEG activity (Col. 8, II. 42-45). Fischell also 
discloses that once a disorder is determined the therapy is activated (Col. 12, II. 41-54). 

6. In reference to claims 3, 16, Fischell discloses the use of an implantable drug 
delivery system utilizing a catheter as the therapy delivery element, and the sensing unit 
is comprised of electrode sensors (Col. 25, II. 53-67 & Col. 26, II. 1-3). 

7. In reference to claims 4-5, 7 and 9, Fishcell discloses that the treatment of 
neurological diseases such as epilepsy, migraine headaches and Parkinson's disease 
(Abstract). Fischell further discloses that the use of implanted electrodes to detect the 
onset of seizures (Col. 2, II. 41-56). 

8. In reference to claim 10, 23, Fischell discloses that once a event is detected a 
timer starts to allow the device to determine if enough events occur to limit the number 
of false positives (Col. 19, II. 13-46). 

9. In reference to claims 17 and 18, Fischell discloses that the device could contain 
an external control system (Fig. 24; Col. 32, II. 4-15). 

1 0. Fischell discloses the claimed invention except for the preventing of therapy for a 
predetermined quantity of block counts after the therapy is activated. Chen discloses 
an implantable device that has a delay after the initiation of the therapy to allow the user 
to prepare for therapy or mitigate the discomfort. Chen teaches that it is known to delay 
therapy as set forth in Column 3, lines 8-16 to provide the patient with time to prepare 
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for the therapy or to mitigate the discomfort by allowing the patient to take analgesics or 
a sedative before the stimulation is delivered. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to modify the neurological 
stimulator as taught by Fischell, with delay as taught by Chen, since such a modification 
would provide the neurological stimulator with a delay for providing the patient with time 
to prepare for the therapy or to mitigate the discomfort by allowing the patient to take 
analgesics or a sedative before the stimulation is delivered. 

1 1 . Similarly, Fischell discloses a neurological stimulator. Chen discloses a delay for 
therapy for a implantable device that allows the patient time to prepare for the therapy 
or to mitigate the discomfort by allowing the patient to take analgesics or a sedative 
before the stimulation is delivered. Fischell in view of Chen provides the predictable 
result of a neurological stimulator with a stimulation delay timer to allow the patient time 
to prepare for the therapy or to mitigate the discomfort by allowing the patient to take 
analgesics or a sedative before the stimulation is delivered. 

12. It is noted that block counts are described in the Applicant's specification in 
paragraph 138 as occurring at a fixed rate of 48 milliseconds. Thus, block counts are a 
fixed unit of time and a quantity of block counts is equivalent to a period of time. 

13. In regards to claim 1 1 & 21 , the Fischell in view of Chen teaches the claimed 
invention but does not disclose expressly the 30-minute time frame. It would have been 
an obvious matter of choice to a person of ordinary skill in the art to modify the 
neurostimulation device as taught by Fischell in view of Chen with a time frame in which 
the device can acquire data after implantation, because the applicant has not disclosed 
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that the 30- minute time frame provides an advantage, is used for a particular purpose, 
or solves a stated problem by stating that "the time period is a function of the 
background window length and may vary in duration" (see paragraph. [137] of 
applicant's disclosure). One of ordinary skill in the art furthermore would have expected 
applicant's invention to perform equally as well in conjunction with the Fischell in view of 
Chen neurostimulator because it provides a timeframe in which the Fischell in view of 
Chen device can acquire data after implantation to allow for the determination of proper 
stimulation parameters and since it appears to be an arbitrary design consideration 
which fails to patentably distinguish over the Fischell in view of Chen system. Therefore 
it would have been obvious matter of design choice to modify the Fischell in view of 
Chen system to obtain the invention specified in the aforementioned claims. 

14. In regards to claim 32, the Fischell in view of Chen teaches the claimed invention 
but does not disclose an error handling procedure for parameters based on inputted 
data. It would have been obvious to one having ordinary skill in the art at the time the 
invention was made to modify the therapy system as taught by Fischell in view of Chen, 
with user configurable data and error handling since it was known in the art that when 
configuration data is calculated and entered either automatically or manually into a 
medical device that error handling is used to provide a fail safe so that the patient and 
device are not harmed. 

1 5. In further reference to claim 32, Fischell in view of Chen also teaches the claimed 
invention except for range of 1 second to 24 hours. It would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the therapy 
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system as taught by Fischell in view of Chen, since it has been held that where the 
general conditions of a claim are disclosed in the prior art, discovering the optimum or 
workable ranges involves only routine skill in the art. In re Aller, 105 USPQ 233. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rex Holmes whose telephone number is 571-272-8827. 
The examiner can normally be reached on M-F 8:00 - 5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Angela Sykes can be reached on 571-272-4955. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 




George Evanisko 
Primary Examiner 
Art Unit 3762 



Examiner 
Art Unit 3762 




